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Claims : 

1 . (Withdrawn) A phamiaceutical antithrombotic combination comprising: 
(a) a tlierapeutically effective amoimt of a tlierapeutically antithrombotic active agent 
causing at least one haemorrhagic side effect, said active agent being selected from 
the group consisting of anti aggregants selected from the group consisting of 
abcixunab, acetylsalicylate basic aluminium, acetylsaiicylate carbonate sodium, 
acetylsalicylate lysine, acetylsalicylic acid, aloxiprine, anagreli chlorydrate, 
bencyclane furamate, carbasalate calcium, clopidogrel sulfate, epoprostenol sodiiun, 
epifibati, hydroxychloroquine sulfate, iloprost, nicergohne, nifepidine, pyricarbate, 
sulfinpyrazone, ticlopidine chlorhydrate, tirofiban chlorhydrate, verapamil 
chlorhydrate, compounds structurally similar to one of said preceding anti aggregant 
compounds, and mixtures thereof, anticoagulants selected from the group consisting 
of acenocoumarol, anisindione, biscoumacetate ethyl, bromindione, coumetarol, 
sirudine, oxazidione, phenindione, phenprocoumone, tioclomarol, warfarine sodium, 
compounds structurally similar to one of the preceding anti coagulant compounds, 
and mixtures thereof, fibrinolytics selected from the group consisting of altepase, 
anistreplase, atorvastatine calcium, bromelaines, ciprofibrate, defibrotide, 
fluvastatine sodium, glicazide, lovastatine, lys-plasminogene, phenformine, 
pravastatine sodium, reteplase, simvastatine, streptokinase, urokinase, compounds 
stnicturally similar to one of the preceding fibrinolytic compounds, and mixtures 
tliereof, tlirombin inliibitors, anti vitamin K, and mixtures thereof; and 
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(b) a therapeutically effective amount of a compound selected from tlie group consisting of 
compoimds of the formula (CH3)3>r(CH2)nCOO" with n an integer from 1 to 5, 
pharmaceutically acceptable salts thereof, esters thereof, precursors thereof, and 
mixtures thereof, 

said combination operable for preventing or reducing the incidence or severity of said 
haemorrhagic side effect or for potentialising tlie therapeutic antitlirombotic effect 
of said antitlirombotic active agent. 

2. (Withdrawn) The pliarmaceutical combination of claim 1, said compound being 
selected from the group consisting of glycine betaine, pharmaceutically acceptable salts thereof, 
esters thereof, precursors thereof, and mixtures thereof. 

3 . (Withdrawn) The pharmaceutical combination of claim 1 , in which tlie tlierapeutic 

antitlirombotic active agent has at least possible haemorrhagic side effects, and in which the 
combination comprises a therapeutically effective amount of glycine betaine for preventing or 
reducing tiie incidence or severity of said haemorrhagic side effect. 

4. (Withdrawn) The pharmaceutical combination of claim 3, in which said glycine 
betaine is in a form selected from the group consisting of fomis suitable for subcutaneous injection 
and fornis suitable for the preparation of a form for subcutaneous injection. 
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5. (Withdrawn) Tlie phannaceutical combination of claim 1, in which the tlierapeutic 
antithrombotic agent with at least possible side effect is selected from the group consistmg of aiiti 
vitamm K, aiitiaggregants, anticoagulants, anti thrombin, fibrinolytics and mixtures thereof. 

6. (Withdrawn) The phannaceutical combination of claim 1 , in which the tlierapeutic 
antithrombotic active agent with possible side effect and glycine betaine are in a form selected from 
the group consisting of a fonn suitable for simultaneous administration, a form suitable for 
successive administration, and a form suitable for administration according to different 
administration paths. 

7. (Withdrawn) The pharmaceutical combination of claim 1, in which the therapeutic 
antithrombotic active agent has at least one possible haemorrhagic side effect, and in which the 
combination comprises a therapeutically effective amount of glycine betaine for completely 
preventing said haemorrhagic side effect. 

8. (Withdrawn) A method of preventing side effects associated with an active agent 
selected from the group consisting of anti aggregants selected from the group consisting of 
abciximab, acetylsalicylate basic aluminium, acetylsaiicylate carbonate sodium, acetylsalicylate 

lysine, acetylsalicylic acid, aloxiprine, anagreli chlorydrate, bencyclane fliramate, carbasalate 
calcium, clopidogrel sulfate, epoprostenol sodium, epifibati, hydroxychloroquine sulfate, iloprost, 
nicergoline, nifepidine, pyricarbate, sulfinpyrazone, ticlopidine clilorhydrate, tirofiban chloriiydrate. 
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verapamil chlorhydrate, compounds stracturally similar to one of the preceding anti aggregant 
compounds, and mixtures thereof, anticoagulants selected from the group consisting of 
acenocoumarol, anisindione, biscoumacetate ethyl, bromindione, coumetarol, dalteparine sodium, 
sirudine, xtran sulfate, enoxaparine sodium, fluindione, heparinate magnesium, heparin calcium, 
lieparine sodium, lepirudine nadroparine calcium, oxazidione, pentosane polyester sulfuric, 
phenindioiie, phenprocoumone, reviparine sodium, tinzaparine sodium, tioclomarol, warfarine 
sodium, glycoaminoglycans, heparins, unfractioned heparin, standard heparin, low molecular 
heparins, heparinoids, heparin-like molecules, compounds structurally similar to one of the preceding 
anti coagulant compounds, and mixtures thereof, fibrinolytics selected from the group consisting of 
altepase, anistreplase, atorvastatine calcium, bromelaines, ciprofibrate, defibrotide, fluvastatine 
sodium, glicazide, lovastatine, lys-plasminogene, phenformine, pravastatine sodium, reteplase, 
simvastatine, streptokinase, urokinase, compounds structurally similar to one of the preceding 
fibrinolytic compoimds, and mixtures thereof, thrombin inhibitors such as argatrobau, novastan, and 
mixtures thereof, anti vitamin K, and mixtures thereof, said method comprising the step of: 

administering an antidote composition comprising an active antidote agent compound 
selected from the group consisting of glycine betaine, compounds of the fonnula 
(CH3)3]Sr(CH2)nCOO' with n being an integer fi-om 1 to 5, pharmaceutically 
acceptable salts of said compoimd, esters of said compoimd, precursors of said 
compound, and mixtures thereof 



5 



Serial No. 10/635,048 



Docket No. 31 927-CIP2 



9 . (Withdrawn) A method of preventing or reducing the incidence or severity of a side 
effect of a therapeutically active agent having at least one possible haemorrhagic side effect in a 
patient comprising the step of: 

administering to said patient an effective amount of a compound selected from the group 
consisting of compounds having the formula (CH3)3N^(CH2)nCOO' with n being an 
integer from 1 to 5, pharmaceutically acceptable salts of said compound, esters of 
said compound, prKiursors of said compound, and mixtures thereof, said 
administration preventing or reducing the incidence or severity of said side effect or 
potentialising the therapeutic effect of said therapeutically active agent. 

1 0. (Withdrawn) The method of claim 9, said compound comprising glycine betaine, and 
said administration of said compound preventing or reducing the incidence or severity of said side 
effect and potentializing tlie therapeutic effect of said tlierapeutically active agent. 
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1 1 . (Withdrawn) A method of potentializing the tlierapeutic effect of a therapeutically 
active agent having at least one possible haemorrhagic side effect in a patient comprismg the step 
of: 

administering to said patient an effective amount of a compound selected from the group 
consisting of glycine betaine, compounds having the formula (CH3)3N^(CH2)nCOO" 
with n being an integer from 1 to 5, pharmaceutically acceptable salts of said 
compound, esters of said compound, precursors of said compound, and mixtures 
thereof 

12. (Withdrawn) A method of treating or preventing tlirombosis troubles for a patient 
and preventing or reducing a haemorrhagic side effect comprising tlie steps of: 

administering to said patient a therapeutically effective amoimt of an anti thrombotic active 
agent with at least one possible haemonrhagic side effect; and 

administering a therapeutic effective amount of glycine betaine to said patient and thereby 
preventing or reducmg said haemorrhagic side effect. 

13. (Withdravm) The method of claim 12 said glycine betaine being subcutaneously 
injected. 
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14. (Currently Amended) A controlled release pharmaceutical system suitable for 
delivering after administration in a time-controlled manner to the bloodstream of a mammal 
comprising an effective amount of an active compound selected from the group consisting of a 
compound of formula (Cll i ^ ^^^J^i^} „GOO^ - with n equal to 1, g lycine betaine, pharmaceutically 
acceptable salts thereof, precursors thereof, and mixtures thereof. 

15. (Original) The system of claim 14, said system being selected from the group 
consisting of oral controlled release preparations, oral controlled release devices, transdermal 
controlled release preparations, transdermal controlled release devices, and combinations thereof. 

1 6. (Origmal) The system of claun 1 4, said system operable for releasing glycine betaine 
as an active ingredient. 

17. (Previously Presented) The system of claim 14 wherein said system comprises at 
least one electronic element selected from the group consisting of an electronic device and chip, said 
at least one element operable for controlling at least the releasing of the active compound. 

18. (Original) The system of claim 14, said system controlling delivery of said compound 
for at least about 120 minutes. 
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19. (Currently Amended) A controlled release pharmaceutical system for achieving a 
goal selected from tlie group consisting of treating a condition, reducing the incidence of a condition, 
reducing the severity of a condition, and preventing a condition, whereby said condition is selected 
from the group consisting of blood flow disturbances, thrombosis, thromboembolic disorders, and 
combinations thereof, said system being adapted for releasing in a time controlled manner for at least 
120 minutes, after administration, atherapeutically effective amount ofan active compound selected 
from the group consisting of glycine betaine, a comp o und - of fomiula (CU^ ^^^GB^j jCOO' with n 
equal to 1 , pharmaceutically acceptable sahs of said compound, precursors of said compoimds, and 
mixtures thereof. 

20. (Previously Presented) The system of claim 19 wherein said system comprises at 
least one electronic device or cliip, said at least one electronic element selected from the ^oup 
consisting of an electronic device and chip, said at least one el«;tronic element being operable for 
confroUing at least the release of the active compound. 

21. (Original) The system of claim 19, said system being an oral controlled release 
pharmaceutical system. 

22. (Previously Presented) The system of claim 19 wherein said system comprises at 
least one electronic element selected from the group consisting of an electronic device and chip, said 
element being operable for controlling tlie release of the active compound. 
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23. (Previously Presented) Tlie system of claim 19, wherein the system is adapted for 
controlling the release of said active compound for at least for 180 minutes. 

24. (Previously Presented) The system of claim 19, wherein the system is adapted for 
controlling the release of said active compound for at least for 240 minutes. 

25. (Previously Presented) The system of claim 19, wherein the system is adapted for 
controlling the release of said active compound for at least for 360 minutes. 

26. (Cancelled) 

27. (Currently Amended) A controlled release pharmaceutical system for releasing an 
effective tlierapeutic amount of a compound selected from the group consisting of betaines, 

pharmaceutically acceptable salts thereof, precursors thereof, and mixtures thereof, wherein said 
system is adapted for controlling for at least 120 minutes the release of an effective amount of a 
compound of fomiula (CIIj .>3N"(€i^) nC00' with n cqua - l - te - l — glycine betaine, pharmaceutically 
acceptable salts thereof, precursors thereof, and mixtures thereof. 
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28. (Currently Amended) The system of claim 27, in wliich the system is adapted for 
controlling at least for 1 80 minutes the release of an effective amoimt of a compound selected from 
the group consisting of a compound - of fo r mula"(CII^ )3N^(€t^) nCOQ' witli n oquol to 1, glycine 
betaine. phamiaceuticallv acceptable salts thereof, preciursore thereof, and mixtures thereof 

29. (Currently Amended) The system of claun 27, in which the system is adapted for 
controlling the release of an effective amount of a compound selected from the group consisting of 
a c o mp o und -o f fonmtla (CHa -^gN^^Gt^^ nCQO' with n equal to 1, g lycine betaine, phannaceutically 
acceptable salts thereof, precursors thereof, and mixtures thereof for b et w ec tt a time period of from 
about 240 minutes and to 21 60 minutes. 

30. (Previously Presented) Tlie system of claim 27 wherein said system comprises at 
least one elecfronic element selected from tlie group consisting of an electronic device aiid chip, said 
element being operable for controlling the release of the active compound. 
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31. (Withdrawn) A method for treating, reducing the incidence or severity of, or 
preventing a condition selected from the group consisting of blood flow disturbances, tlirombosis, 
thromboembolic disorders, and combinations thereof, said method comprising the step of 
administering in a time controlled manner to the bloodstream of a mammal, a therapeutically 
effective amount of an active selected from the group consisting of glycine betaine, a compound of 
the formula {CH3)3N^(CH2)nCOO" with n equal to 1, pharmaceutically acceptable salts of said 
compound, esters of said compound, precursors of said compound, and mixtures thereof. 

32. (Withdrawn) The method of claim 3 1 , said administration being transdermal. 

33. (Witlidrawn) A pharmaceutical combination for oral, parenteral or rectal 
administration comprising: 

a therapeutically effective amount of a therapeutically active agent causing at least one 
haemorrhagic side effect, said active agent being selected from the group consisting 
of dalteparine sodium, sirudine, xtran sulfate, enoxaparine sodium, fluindione, 
hep annate magnesium, heparin calcium, heparine sodium, lepirudine nadi'opaiine 
calcium, pentosane polyester sulfuric, reviparine sodium, tinzaparine sodium, 
glycoaminoglycans, heparins, unfractioned heparin, standard heparin, low molecular 
heparins, heparinoids, heparin-like molecules, compounds structurally similar to one 
of the preceding anti coagulant compounds, and mixtiues thereof; and 
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a tlierapeutically effective amount of a compound selected from the group consisting of 
glycine betaine, (CH3)3]Sr(CH2)„COO' with n being an integer from 1 to 5, 
pharmaceutically acceptable salts thereof, esters thereof, precursors thereof, and 
mixtures thereof, 

said combination preventing or reducing the incidence or severity of said haemorrhagic side 
effect or potentialising the therapeutic effect of said active agent. 

34. (Withdrawn) The pharmaceutical combination of claim 33, wherein said 
therapeutically active agent has at least possible haemorrhagic side effects, and in which said 
combination comprises a therapeutically effective amount of glycine betaine for preventing or 
reducing the incidence or severity of said haemorrhagic side effect. 

35. (Withdrawn) Thepharmaceutical combination ofclaim33, said glycine betaine being 
in a form suitable for subcutaneous injection or in a form suitable for the preparation of a form for 
subcutaneous uijection. 

36. (Withdrawn) The pharmaceutical combination of claim 33, said combination 
preventing or reducing tlie incidence or severity of said haemorrhagic side effect and potentialising 
the tiierapeutic effect of said active agent. 
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37. (Withdrawn) The pharmaceutical combiMtion of claim 33, said therapeutically active 
agent being an antitlirombotic agent with possible side effects, and said glycine betaine and said 
therapeutically active agent each being in a form suitable for sunultaneous administration or 
successive administration or for administration according to different paths. 

38. (Withdrawn) A method oftreating a patient comprising the steps of: 
administering to said patient an effective amount of a therapeutic active agent with at least 

one possible haemorrhagic side effect, and 
administering to said patient an effective amount of a compound selected from the group 
consisting of compounds of the formula (CH 3)3N*'(CH2)nCOO' with n being an 
integer from 1 to 5, pharmaceutically acceptable salts thereof, esters thereof, 
precursors thereof, and mixtures tliereof, wherein administration of said compoimd 
prevents or reduces the incidence or severity of said at least one side effect of said 
therapeutically active agent or potentiaiizes tlie therapeutic effect of said 
therapeutically active agent. 



39. (Withdrawn) Tlie method of claim 38, said compound comprising an effective 
amount of glycine betaine. 
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40. (Withdrawn) A method for treating or preventing at least one trouble selected from 
the group consisting of blood flow disturbance, thrombosis, thromboembolic disorders and 
combinations tliereof comprising tlie step of administering to the bloodstream of a mammal in a 
conhx»lled manner a therapeutically effective amount of a compound selected from tiie group 
consisting of glycine betaine, compounds of tlie formula (CH 3)3N''(CH2)„COO" with n being an 
integer from 1 to 5, pharmaceutically acceptable salts tliereof, esters thereof, precursors thereof, and 
mixtiu-es thereof. 

41 . (Withdrawn) The method of claim 40, said administration being fransdemial. 

42. (New) A controlled release pharmaceutical system for achieving a goal selected from 
the group consisting of treating a condition, reducing the incidence of a condition, reducing tlie 
severity of a condition, and preventing a condition, whereby said condition is selected from tlie group 
consisting of blood flow disturbances, thrombosis, tliromboembolic disorders, and combinations 
thereof, said system being adapted for releasing in a time controlled manner for at least 2160 
minutes, afl;er administration, a therapeutically effective amount of an active compotmd selected 
fi-om the gi^oup consisting of glycine betaine, pharmaceutically acceptable salts thereof, precursors 
thereof, and mixtures thereof. 
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